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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )E3 Responsive to communication(s) filed on 10 June 2005 . 
2a)^ This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ^1 Claim(s) 50-66 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ^ Claim(s) 50-66 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)^ The drawing(s) filed on 11 May 2001 is/are: a)S accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)Q None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Re: Cohen et al 

Continued Examination Under 37 CFR 1. 1 14 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 

6/1 0/2005 has been entered . 

2. Claims 50-66 are pending and examined on the merits. 

3. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claim Rejections - 35 USC §101 and 
35 USC §112, 1 st paragraph 

4. The rejection of claims 50-65 and now newly added claim 66 under 35 USC § 
101 as lacking a specific and substantial well established utility is maintained for the 
reasons of record. Applicant argues that the claimed invention has a credible, specific 
and substantial utility. Specifically, applicant argues that the polypeptides of SEQ ID 
Nos: 4 and 5 are found in the nucleus of normal prostate, whiie the polypeptide of SEQ 
ID No: 70, an isoform of SEQ ID No: 4 and or 5, is found in the cytoplasm of prostatic 
tumoral cell lines. Applicant concludes that based on the differential expression of the 
isoform in prostatic cells that is would have utility in the field of prostate cancer detection 
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for the detection of non-cancerous cells from cancerous cells based on the localization 
of the isoform in the cytoplasm. Applicant's arguments have been carefully considered 
but are not deemed persuasive to overcome the rejection of record. 

The specification of the instant application teaches that SEQ ID No: 4 and 5 
correspond to a PG1 protein, while SEQ ID No: 70 corresponds to an isoform of SEQ ID 
No: 70. Neither the specification or the art teach a specific functional activity for the 
PG1 polypeptide nor does the specification correlate the expression of the PG1 
polypeptides or its isoform to the presence of prostate cancer. Absent such a nexus 
one of skill in the art cannot reasonable predict that the localization of the PG1 isoform 
would be indicative of cancer and therefore the diagnosis of prostate cancer is not a 
substantial or real world utility. The presence of a polypeptide in a cell/tissue that is 
derived from cancer cells is not sufficient for establishing a utility in diagnosis of disease 
in the absence of some information regarding a correlative or causal relationship 
between the expression of the claimed cDNA and the disease. If a molecule is to be 
used as a surrogate for a disease state, some disease state must be identified in some 
way with the polypeptide. However, in the absence of any disclosed relationship 
between the polypeptide or the proteins and any disease or disorder and the lack of any 
correlation between the polypeptide or proteins with any known disease or disorder, any 
information obtained from an expression profile would only serve as the basis for further 
research on the observation itself. "Congress intended that no patent be granted on a 
chemical compound whose sole 'utility' consists of its potential role as an object of use- 
testing." Brenner v. Manson, 148 USPQ at 696. Thus the detection of the polypeptide 
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or protein with an antibody specific against the said polypeptide or protein would not be 
a substantial utility given the lack of correlation between the polypeptide and indication 
of a disease. 

Claim Rejections Withdrawn - 35 USC § 112, 1 st paragraph 

5. The rejection of claims 50-61 under 35 USC § 1 12, 1 st paragraph as lacking 
written description is withdrawn in view of the persuasive arguments set forth by the 
applicant in the paper filed 6/10/2005. 

Conclusion 

6. No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Christopher H. Yaen whose telephone number is 571- 
272-0838. The examiner can normally be reached on Monday-Friday 9-5. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Larry Helms, Ph.D. can be reached on 571-272-0832. The fax phone 
number for the organization where this application or proceeding is assigned is 703- 
872-9306. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Christopher Yaen 
Art Unit 1643 
August 24, 2005 
CHRISTOPHERYAEN 
PATENT EXAMINER 



